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[Pact ll-Sfc, 3(01 


2 . afapt jrawr flnuft Pm 1945 3 (Piit ?*p( ^ 343 

* 

Pm *pii I) 

i) Pm 74 % S3 {’"[) if “'3R^JR” $ 4441^, RlHplRstf 

3F3: TqiPKT fe4T ^IH'III I OWl^ :- 

“afft «gs«a 3-1 i| anPrafor am #iw arcsiT; 

ii) Pm 78 % ^ (3) if “O^SflT" 91 s ?! $ 4941^ pFKpffatT 

sfcrsqifaa tor ^rmr i aratq:- 

"sflfr 3 - 1 3f aiPraPfir am jwtowwr 

iii) Pm iso 3* ^ ® ^ “Pm iso 4 ” sraf $ 4*^ 

pFp#fO 3t334lPl3 ft>4T «*il3 :- 
“afa 3-1 B 

3. 343 Pm it, 4 W PlMprffcld SF^g^t 

(3RT: WlPRl) $ W^ft, 3pt(^:- 

(Pm 74, 78 sfa 150 3. 

gfw sratairar *Gm 

gq vhff z&m 

i. mi< u i nfrm :- 

4J. ET'-fPRIMI 4T m33 pROT 4? 414 £f, >?$ 3Fpcl4 4T ?PTT 
^TRSm I, 3t sgc4 % 33741# 45 pR EP14 j #7 47 SlPf^tT 
ft #r Pf$ PPj^j 3 jt 3 Pf^ot 3?mi 4T ^%*tt i 

ST. 4? gPfPtRT «&74! 51443 4)1 \M«lPlW I fa 5W) J f9l!tfT <3F4% #SF®T, 
3tm3, PPr 4P14OT #7 $EF* TF^ 34rMt 45nNwlN W 
Pi am fftprim m?R aPram ^ft st ^ i 
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*T. TO wft ^fMWH ^rfWIP# ^ t l| w 

4I«mihm aifcr ^ ^r, *wifo9 ww tot *sm *ir 

jwdi jpii 4 €f $ fem fofair # ^*n 

?WW H*W> TOT ’W #T t sM RR £ M* 
^*h 

*r. wfrfd h^p, intowrar sspr st^tr arasrc % Rr <w>#6l 
jrcrat $ a^qRFT ^ $ f?R a-t-fWEI fliPHittar $ f*R 
sftPRfrai JWff 3 pR #4 SR’R 5RT fo?ft faSlfl iff 

fasta# ms forr qjfar, #r *ipf MKrar % ^v^sis 
srni# wiF^f % sqm *sf gfafow q^ni 

2. MfttU :- 

q». i) s%?iht ^ 3^sr PrH aftr ?r sw 

Pfjiff ufRffT 1% VIWhR'I) $T^H M f ^ % i^itaT *Ste 

s?k omft a^T R 

ii) afcr #*ra§ (^, qrf #r «a) fopfr ^Ht #r ^ft 

■^T $ T1W-*TW 3^ ^ 3 

airarit t& ; 

i») «iram TT^Ht ^ $ 1 *r rr q - rrt-rrh % f?R 

$f qtff, faffSift affr % %ff ^RT3ff % fi?R iff 

sqgw hruh gf; 

iv) sqj ^ -aijRiwr n°iRfr 3 ^r-^tr ww f%^rr 

*IR*IU 

s\ H#i5!iiptr# if wfa jRpisi afa scfi ifc a irai jpH sft 

a RWI #ft £f tit IpTT <fe£telP|'l qff iff 3RTOT 
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sntpft tnwr staftar 'Sfljfar q>r wr sn ta;, 
atafa 56T qfm qi ^fer^f mmm sqmf q 
wH % qta Eft fsar qr nfrf'gcr m q q| i 

q. sft sqg??jr RT wm ft OTH 3f^T RS-Rsira *f 

^Pl*JI ?t cRIT ^ q St I 

y. 5ffit Eft g?rft *rai? taft mvft ft qqpft staft enff 

<4W^) $fR ?f 5FH 5fi?T ?R5 ft*FI ?t et f*RFft =f fiSK 

Tfef fMfl 

5* ftq-d>fotw jfltasirai q*rcr, ta-faferji ertt (taqq #t 
ftqraq) $m , 1996 ft qq^pit ft ^ qR Star snqqr t 

q%?Mr ft afftq ’ism 5STr«t ft qqta *sth ftt airon 
ftl ' J ii‘^*'li <ft «wtfa£l ffttaq fcm skT fta q^ sfR 
qqtaqft qrqftf *ft rri ft fftq ^tr qw iftqr stc?tt 

cStr *TFW> ft 3FJTO°T #T Ejeftqjq % faq qftqSIHT SRI 
HFRf> qftaraq gfftqr (w.ait.ft.) ftqrc ftr ^ntptt i 

s. stars ^ ft qtar»i fSnqifaq ?f, ft 

qtgsq ^t°r qqn w sntar ? 

st. ftafsra #r atftafta ta ft ftftt <?R qr qift-q^q er 'qjpsm 
fftqr sntai $ Iftq qqr-ftft) 1 

5T. q$ :- 

'•) q^ ^ qs|^ ^ taiq ft ftaqq ■sta q4ftq $ aftq ft 
fftq (^t.'fr.^t- q^-iq*) q>i *rq #n 1 

ii. ) qft ?FT nqiK 1ft 41 «TP?U ta> SRI qq qr tg(fe 

q^ qq qgaft m ^ qft wmi ii *rs 
#r ta #tsR qq ^1 qmH #tti 

iii. ) 4faR qg % qmt ^1 gfarr (wqtf^R) $&z srqqT ^R 

^rr qq fRPB w stfriti 





r vwn—TO3fp j _ *ii wiw g awiww _* 

iv. ) «?F-3RPT JftTC % <^pjf 3RPT t TST ^fURT ^ 

after T WM *# 

v. ) q^aif % JjapH q ^RM, TO-7anq, fl'Elf qr *q*5eTT # 

fen* qq; w srftqr ?torc aft 3jiq#, ft*# q^aif q> ftfaft, 
^aft, q>tf qq apr wshttoh *ra$ aft aq$m qipftq qr 
arjqj# # #1 

vi. ) qg after qqr-qsftftq (amH % ar&n) ,##, 

ft*# after irc®T aft # araw # aftr a*raft ftqftq 
^i#aRq aft q anqftqj m 3 at ftqr snqnri 

3. <wPt<?> :- 

q». jt^toiht ^ ‘b*fti3<j<; arFRqqj ai&nq after nftspq #pt aft* 

*ftft qq uRiril t ftq aat qra qqfcr. apjqq #qr i 
*pft qaftfo aftrerq a r ft3<si w snqqn 
*r. sr^nfiRq q>r jpr a«r <wite qftrar qrar arfftq gftr qrfeq 

ft*r$ qpr aftqft ft^r aft* nqftqirar w m aro> appr 

# t* m ftHRHfew £ ftq 3 rRqrft ?ftr :- 

i) *rc*ef at**wR«tei w&, qtiftJtaw *ft# q^Sq arc^, 
flftSH qi^ anft # |; 

ii) qqrftt jph# aft ftagr-qftai qq qftqr aft* ariqftq mt 
a>wi<ie*w> an qft aft^ ft, an# aft* argq# aprtni; 

iii) era#ft ftwdl qq apftr’r; aft? 

tv) »ri% nq q^rt % ar^n*R # q?n ft ft# ftftqnpu qnftif aft 

froftir taj aileR qifta *Rti 

4. 3MHK7 :- 

(ai>.) sn) j niMi # ftft *pft % gwqf 3 #Nq ftnr 

qppir, # a%mM ft #q* ftfaR wftifqf # ;$# ft 
ft g anqm fti 

(w.) aw# aft qiarq*^ if w snqqr 

aft* m ftt anq^qft ft, diMHH aft* an&rc ftt q?nq qqift 
wpft qq{ 'STFtftpB 3fiq m ftjfl | 
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(*r.) 4 s m ■aiRr-'Wpr wi ote g 

JM ^PTTI 

(a.) i$ ii?ro 3w>< u il Rrcfaw fan 

ww ^ 4sfT?mFT/«5wn m ■anf^w -m tot s 
'iWHl % 4 Hi<hh <4* anjm Itj *tfr> afairaH 
wRbHiflt % *f IciRstl Pl?ST I 

( 3 .) -3iR#gt 4 w «mpir atlr ^ 3 

Rnfatew snfar :- 

(i) TRFET /mfa/3<W u l «PT ^TFT ; 

(ii) faPmkii =et *tpt, 43^1 4 ®nr ww mm m iper; 

(iii) m *iw 

(iv) nr? arfta far 4 am<b(l 4 nqt'Rfirar 3 are 
Eft w; 

(V) ^TFT 3FR*1R ; 

(vi) m ^ wi sstt 4 fat, ^tot, 
fair nm, 3 ^ 4b fth-41 <|in); 

(vii) fcfafar $ aftiira^ Mwf ^ nfa 
(viii) •SRlfaT ^ «IK^Krll 

(lx) 7^-Wra $ «lrt«IKdl 

(x) (fa-ufrjfa 4 4^4 fa4 J4f*< 

mfa 41 


(xi) 'iHfre t 4 WIFE 4R W-TSW R4T $ ‘ilPlif^l 
4 fat 3Tiwi4i ^pfaift 








mmr^nwrari wtmm 
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(xii) 3 H 1 PFT<Hfa?ta 

(xiii) Jnfagti ^MxiW/jTORt ^ gff i 

(xiv) Kfr crier, wrft, wtom am jfw, 
afa aiw a* $tm\ afa 

(xv) 33 ft afft grom, qft 4>lf ff, *£f ^ff i 

R. ffto $ HR afa «(c|R<M 3^t 9 g^RR! SJRf ^f, 

3^ ‘fl-fliR*! % Hr infer vsn rrr i 

s. *?#ivaMw>(l/3<i'M u ll $ PrfNitH'h ^ sratwrr am ^ 

RFRi nR'irat h[smi <£f RRff I 

r. 3q% $ Hr *#ht a*f f ^ apr ^ ft ftitf 
arprift w^f, ffaff, wWiifl, anfc $ am^ psrr % Hr 
(q*qa RRI «£f I 

n. jtfr> mR*h?h sitoaff t w ^ agm sniff arpRi4 ?r $ 
ftorc 4 rr» ft afft 315 m ^flRpn- ai tore srt a#RF^ 
tRt RRfti 

®r. fftg m R>lR u IIH ^ R 4 R^tT 3W>fl, ’TT ^R 3R 

aiPiq[rT: RTR t RI ?PH ^ifl^l 'SIR 3R 3^ff *R**RT 'iff 
RT ft Riff I 

I 

z. toff, fa, qrif, rtc aift Rffa fa faf farajf $ sqmf rt 
315 m Rif tof ffmara fftffar am etotor am to 
RRRI 

5 . aiid)+fa (rr r? 4ft) Rt ipsa to ww ntoaft % 

Hr affa aftenaft Rt ^cr rtr aiPwif I afa nftoK am to 
Rif aif to *uwi ft aiftfafad to rrri 
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[Paht II—-Sec. 30)1 


sfttfittor qiq qi% to s§q qsj 3 to gjr qar $ 

pFRTfft iFuvft =6f q? flprftor qR-^IT -Jiiq =£t ’Jlly- 1 ?! f^s 

ss to-sPF 11 if qq tor# gtor to #r q? ^R«Rr 
# f?rq qrc-«nr jfi^i *£[ Jiicnfl fq> q?i "•raq q ?f 3*ir q? 

to 11 


5. Tfflqq qfcc atofo ;- 

q5. Twto #* rtotof an tor^r #r toprq fq qtot $ 
#to-<mwPi'b 5°rf qfr, #? r# tor 3 tos wqff 
sqiq if Tto §q tor snqqn 

m. aqVmwi ^ to tofa sfk RMto 4 toq q?qrq % to 
gq qr: tor tof qrtoi 

q. qqf qstiM sro tot aiqtogq tost # qrq-TPf qiqtoFT 
Tf^R^T 7W •qi'Vff #T c b4’Hlfl^«t $ qiM^iq 

toto, hr^ toto. aiPitoq torcqf q>t to ^ qq> 
qjqq; qtoraq qtor qrasq to: # qto i 

*to fa to t wr qrqq; Rwqqf % to# qc fttoJifara 
tot #ti 

i. faretos twtsih# q>T qm to# ftoq tor tor i 

ii. to tot qSt <nrfc3 

in. acto antoi itoq qr gto; # i to to $ to # 
# ft fatoq % r«nto qr fqstf# to i 


iv. qTqqtoq tots i 





[qmn—ggT3flU 
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tsKiviN) 'Rfl^Ht , 3?k nlnefe4«&l ^ ^ 011*11*1 ^ 3P1FT % 
WT 3*igW vWH<! ft $m SIPFIT #T ft# # 5I5T 3 3>F 
E ini\j) *IT <acu-iR3 l«i$i<Jl q>) »4l J i Pbni «rm*IT I 

6. 3J3# y-3JW sflft •'- 

f>. fll«IK«l pPPT: 

g#q> # *jtht $ Hiwr 3ftr fafatr ft??r 

ft? %t jii^m fat# 3 at i qf^tfi 

^ risiftT ft*? «n*# $ fti*?, >Iltct jre#r, 

fW-WT Wnft ?TOT #*Ml<l/Hwtol# % srt) 1 

ST. §riOT, #r fFSFT fa# W Mt^ l y FT flftqi, 

*rrer tor % ftftn ftraf #r foftwf $ sjtjtrrc fair # 

*H*?# #T tT# pRfefer 9mPB 1 sraf^ :- 

i. Triton *s# # q^qifl-jq # aiPi<fac «ft?J 

#E '*H9i*i q>ti<Jl ^"i #t 

ii. sratorarar# ^ 4#, *a# #r gjrora ^ ^ 

##, *ins \n41*i $ #«** Tiqrf qjnr,*!)^ $ *ir ')*k J i 
writ qr *rft t# sr*#., *rftorr '^[jfflf # ^Jhm q>r 
ri^RFT wtaiCi ara ft# qg-Riftcnq> ra ^Rirara raftr 
$ m*i<wlH 3 ftn sfi^ir 1 *rj-*[s anfitoE $ 

ftrara ra orafte $ gttora fr«t ’ram # ^wte , 

triton % ?e# % *ra^ # train R5 ti# ?n*?# 1 

iii) =ti4qi(l^<5 # >nRqi4tl: uqtaircii #E ®TT ^iHItH* q?#, 
fin»l ^<(ip| slri $ *uts» m '•ra wivfl #, ^lital # 
«# % «i«n 'S'rtW ^ ?# I 

^3 go <su7og'2. 
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iv) TOrarar % TO TOf rt s?Rq?m *M-Trm 
T^T 5flq*ii allT c »4qiR^ «Ff ■3Tf*ic|i-4a- SIR §511^ $ 
^PHIRH % hm)'I % qR J| 'nH«w(l wQ, I'Hti*? 
sTOTOS, «Rq qj95T % RiFsf q* TOt tot 
?TO li 

v) iSfapgfafrflTOT ^ ^ ijnq^Fft «gt itonjjA'flff 

f=PT *iq mRmh 4?^ ?PT jwR*l ysjlii 'SffT ^r <iiRnn f I 

vi) q»4qiR£s «Bt nwPiqj RiRkhi TOIq>f, qnqraqTOr ls*nsr 

fl*ii Ri'i-Piqi^ vThRpJI *1 >*i('Mi<i(i! ftiftrci Pb^i 

*irt qiftq; afft 

vii) tTO % faRUfl % TOR TOt $T3TT fTOf q* qffiq 
TOT 3rfTOH CRT q>*klRf4 q5 SlfTOfa: TO TT qf^FT 
^1 'jIM'Wfl ^Fft qifa?l 

(q) nq)qqr(5n^ ^ qi^t gtsur wwiPiHt:- 

i) «%«/?« *t TOr TO) qr qtff % pt ?ftt^ i 

ii) qr aTOpfo 7«rc tr?ft q?q TOt frq 

'Hl'i'l l 

iii) I Slq PWRct q qr twl qi^t >31)? euu*ii^ n!tiI^*iiRf 

$rat jj> faq ('3 <<im' , i % loiq qr*ft, q5T Rwni, ^|q 

ftaiq TO) ^ ft; Tow qqfe, 3#< ) %pFft f Trrniftqi 

fefiSRT ftfor ^qr aTOrfli 

iv) ^ qif wm, TOm #t fTOiq $ fttq TO ^ftqrq ■ 

3qro TOft i 

v) TOift #t «roiq> ®q^f ^ asTO «i ftfe&q q*$ 

tot gTO Rtohr fTOf m TOiftjq q?r sTOpfa: 




M 


f *PTfl—1 _ i\vm : 4IHUIKUI _ 

'flH'wd # 3|PJ# 3nTfn^%#ftqft<k ^ TO% 
$4 PPKFT TOMTO) &| 

vi) #Sftm «whi& ak Hp^s sr to ^t% wr 

*r# 5n% jji# grot #<wft4l # % # to; # jih<m(i 

# ;to#i 

vii) topi# ak $ toiiTO, w®r #r Pram $ ft? 

TO *fl i i < i> sftnr fair # «im411 

j 

7. 3mit w to-tow, afoiM tmr >ihw 

$. jpft*rarar % to# fta? sn% qj% gq^, gq ro# sk 
$Erft gjfci# % a# affo# are® aftW % %t 3#rr 
ftfa# tot arR# ■afllr #ra fkifta to % 
afwfTO TO ft% HMm«i fan snroi wifar # tototit 
tophtot awit $ to# % Pft # TOtfti 

sr. atofar # '«iTOiw! fan q*% wr ftpfar # fomR# 

% gw toI^imi w ag*w tot SRiftr to( *bt 

totot sir % tt# «im<I) i 

*r. wftwtf dTO>< B ?l TO jqWiTl % f$HJ aj?li«W $g *Tf5R» 
qftw afarr TO aftfar aq$# TOPmrar arcr knr far 
snTOti TOft TOWvimi am to; afaror #»r Nit # 

'»im j tl i 

8. Smft# :- 

a;. ft# ^ airor grosrf airor gwi ar amr gftr# $ [ 
qftem araar aitanro ft*r hm+< u i anar warn $ fat 
to% tiinftwi a royro t ak tott tot 3ttot ft# 5*ft 
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afft faw 5TCT aiRl^T $ F'J't ?r4 

gpnft 5 irt ^pfti 

w. sRtnsirar *fe»f gmtft $ gw ^ht ^ 'W*ft)* u i fftrc 
'3^T H5Ri*|, ^91% FT qrt ^ Sift, 3T9JSeir 
irn, 3iift nh^sI =st gg>r «pt% 4*fl sjggi 

^ «iiq ^t i 

T l. gg *ft H<it a Rii?ii sru 'it gqtf «i*isSl aw 4?t gr<ft % ^ 

^ls ggr <MP(f^ti ftigr 3H^rr sftr *i)cyD fr*rr 

f^wr *Rpfsffe <it ?f gte qgr q>r g#@r ft^r giwi 
qsgrg spte $ gra *i4«br>i qiqq> «ff gqgai wir gnpiri 

g. SRtwrat 3TCT 3 «*,|4«b< u r gpgft % tffa *f ^ ifsiwi 
WIT Sifagrf ll <ftu3T 3 PiHfafew ftgg»r ftg 5^:- 

(i.) SRR 35t FtF; 

(ii.) *fc*f graft $ Jpte wn ; 

(iii.) snfa qft grfta ; 

(iv.) afl^jcfaxrt grftft ffg F®iT/ri?tin g©n ; 

(v.) spnqg gig, qrft $ qrer spri gwg 'it 5jfrtt 

^roft % ; 

(vi.) graft $ gsigq ^ ^ ; #r 

(vii.) mm 4ft grfte, gft qftf m aft? ftfaqW gitte qft 
ggg ?ti 

s. ;jfag ajggg it gr jratq % ^ g*ft «w4*j<°i qraift 4ft 
sjN $ gp?ft, gift) m gftftgg ftstr gr gg> ft: gsirg $ 
flgg |fsr gg tit ftrRg gtl sot I 1 4 tft> TftR^r 










m wtfti wrer #r 4 i4w' u i qmJ 
3Ni qsirq swafi.^’qfqrar qmpir 2-8 °c q> fra 
qSt gn^Rim qToft flnnft iitWe* 3 w 
yrnpn I wf RwiRsti ^ ^ wnft <pt wti q 
f^TT v^p^HT | 

9. gwfa ?Mq :- 

q». gwflq wrfa ofrr w* % to-totc $ %q smlqqiM 
5RT 3TCWR5 ^T *TPT^ 4lV*fcW vt$m &JTT ^ 

^r. qft 3 ^hiw qr a*qfa# ^ qq % #f%# (snfap 
'oiPf'p) $ '3)41*1 41q*i Ran «jfa ^ %, |q tis4*i q?t 

c ii'hPi41s*i ('Jiicl^Rq) ski ,*f Q c qq%.$ Icitj ^fqq h!V)i 
sutnft | qflqq: qjq t 3Tftq> Mq q ffaTT ftq ^ I 

q. w foqhwm aiRpgfr arfor sra starjftflq f%q qq lift 3 

wTR I 

q. gq-qqfqf flqq wrar^Rqg $ faq, jRt^mraiq 
gq qr ftq qq vq^tm qiqq ^tq-7HRq qffaq 

qsMi 

10. qq[fa2t sqi# > 

qqiM jri# ftHfafew g^sqf *et gPifiqa qq% qi %q ^tN^t 
iffl :- 

q;. wr gftr graiq>q ^ BRqflfa sfangif % <3frg^r tiqr 
'Sftr gqqq RRqi*q<M«i qqrarc qr aiwftg q^j; <PsSr ^ 
f%qr qiqqti 
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51. *TF qiT \jqqq if H»1l4l fftT |% 

&4i=mnI qr af^qiaft qi crpM qr a^Rt %iw 
ajq?qr«f q>T ^ITl 

q. w wrafn^t qSf ster q?qiq ak 3q% *iirrrqq *f Rsra 

q>M % i 

q. straff #r qi^q ^gi qfftnaft srt 5mf % gqqratqq; 

$ arpq stor; air 

q? sqsq q> q5f *hiRi<D M i 

n. airaftq> qqffatf sm# ^ dsi-qtar :- 

q>. f*M ^t Rrqf^i ^ ajraftq? ^sr-qffsir 
$ 3im% afrr ifrft ^sn-q%m‘ sqpq ^tra-^sft % apt 
i^PiqjRri «hi<l*^ qq qHfiqr $ appr anqfH % q? 
^tqil^d qR% $ faq amj4 |% frq qn% qi?r <tii4«t*rii4l if 
qqifa€t !rt# qq fqfqqm jntWnt 4 atfsnaif qq qraq 
ft)T 'jimi «iitt % I 3fiaRq> qqriM fltai-vftSmi ^ JrfSlf^cf aftr 

“piWqJt qfa srt qft I^nqji ^qn-qfter f^ qi^r 
sBiif-tHN ft ^ gqq q ?t i 

5T. “wifritn - cRqr-qftqr q»t ai^Rr qq|q?irar ^ spjs 

qq>R qq qSf qjjq’ft % m4q> <w4fnfliv ^qr-qft?n q4 *f 
^qqq qq; qrcst wi\ 

q. ^qi-qffenaif aftr gqqiwiq; q>riq# $ «<qiiH $ qppq 
a^Kjrtq; «bi4qi^ qft ^jsanq 4> f^iq nqiqsHwi jwh Pi^qR 
ffqn 

q. 4t qq SRI <Wlfa4l WR1 qqi%# JRI#, Tf^af $ 

cfiiqj-qqq if ^ aRfUfli q ^ qr Preraq qi# qicr Wt 
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^ ad aaiM WR5 *mj#ni titos f^rr fern 

5IW gf^T $ AFT sppfal# ^ 3fTC»ft I 

». *nM wra sir ^ w«ft ^ aiftsta 7$*ni 

ftRtf aftem jpirit, w »«iT, a? aifte «r fts^r 
fair w, >3# flW^in ?Pf i eftsi afar ^r sri an 
faflFT w4«wi'Jf r 441 sfait ^ nf^rr »fr 
6 ki <<sfl i 


12 . 5R*r 

«raH"RPn #4 j ri*nr sri ii^i ^rf ara 3 =jrw ^ *r sm# 
^r g##R fan ’smpiri 3 ##^ % <w4$fl *f E i MBifeK T 
Tlfafarifti 


(i) ariafa; ^ar-qUarat ^ foM am ftfa? ; 

(ii) yiPfovtas'i $ •*vja hi*i^ ; 

(iii) STsST ?fa qttenaS ^ fa!*, aft 4>lf ?f ; 

(iv) faKI# Mi Rft ^ ?f; 

(v) JfSHcTT atom $ ; 

(vi) srafairaiT ^rraff $ awfareif $ nra fai>rc?f gfrt^fe ; 

(vii) airafaj iwt ^ % «4ft ; 

(viii) <W)R)<JI JPlrit $ R#FT I?4 5RIll#BRr ^ 3IRR«MI ; 

(ix) 44*nR<jt mr sfai afim aftr 

(x) sratairai ^ $$ apr afamii 
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13. Wtt qfalSFT Sl1fcqi<$ :- 

<f>- Hli 0 !) Putfi ITHl'isflTdt ^<rti4 5(1% 

faftR #> Rrc affoiFj ff# I altr 

i) % fawlw « g^T'r % aisifaF 3 
hP*iRici faPFI qt ,< ? 4ft «icii^ 3^> “Mflsffl *t Ri<al 
5HWt 

ii) qtfem wtosiraraf $ ira qto 

^Ht, | OT# airaRicB ; 

iii) MR'STRi*! 3M^ J l^i=grl #t afa 

ggif «reifar ‘bi4‘Wm % griwril aiPra ^r qwm 
#n%t #iti 

w) ferf^Fi (5 mi«mi 3I % Crater fer m wit $ aiRiflwT, 

*TR3i nR«fl?i«I IVnRifoti % 

'SJTT’ft I 

i) »i<jit 3>T traim 3?tT (jTiwiPifti ; 

ii) snfa wr, Pw°f ?pn irforr a 
4ft WRis! *fil *1*^11 ^PT ; 

iii) gri^%^T°r, Rqrt^*r, w°r ^ jt: nifa 
(ftgtasi); 

iv) f^FT -3IWRt 4ft Jfftf^T, tET 5F1T# % 

■sippsf 4ft ; 

tsr-qflsn a ft4iR*i, Prtta°rt fot «Pi*r ft^ % 
i j^f&rteH 3 tflrft4ft ^T-qfteil ^ElfSf^Pt ^1 qftR^R ; 


V) 
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vi) aqronf $t wrat TGr-TGifET, ^ stsfiro olfT 

5fiT Ptftem ; 

vii) otrto % araro tfT 5«r if ^ »n% ai# <«4«ii4l ; 

Viii) ftfeta u l<<H4> •aHFBfr MtflrKli ; 

ix) 3iawft*RT ’SIRfit ; 

x) aifaff m tfsn^rc 4 4>l g* aifa ; 

xi) tow «r gw ; 

xii) <BJ TO ^ %TTT 3>TO ; 

xiii) ^3TO ; 

xiv) gOTsfa ^5TT SET *j3R , T ns «<U<sJM ; 

xv) 4)tii^Ri4)41=bH to ^i (arajq 

TO, TO falrT pReTT TOPf ^ 

JflftdR'l) ; 

xvi) TO*f aFFfif m 3T#T C3 W"r ; 

xvii) 4sitl ^ v»4«n Jira TORT ; 
xviii) # aftePT ft'KI-fl TOIT ; 

xix) ^ ft% TO%, 3# *«IFT P)^li u l, 

to-tor <?4 ftrow €r asftr; 

xx) faTOR ; 

xxi) felTORif a* WWFT ; 

xxii) S1TO c t)lRi. , i ; 

xxiii) 3TORRTO sftT frilTOTO TOM ; 
xxiv) to* aftro (<rfm q^nf); 


'a'HO 6^8-"3 
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XXV) 'SKIFFT SRT-g^FBT 33 k ; 

xxvi) 5#RH 5 *ET-gfkpR ; 

14. :- 

"p. a%rsfn^i 'Bt faWsH 3Rf^t^^r»iR aftr 33k 

arftiPpm atk -suSkr snft *ft Pkmt to 7i*£ft 
(*irctfta *ft aftsffaft % 

3*3?^ TOT 7# 5jnn)t 

(3. TPft -3)UcR afk ^!R 3iPHqi«iq: *W3f - TiffekBi} ^ 

*f ^ jipf} k tnrr^ri $ ireft 

ft^T 5TT 1#1 ikfifR TO 3T*ro «?t fl^I^lfftT ^ tjq^FSEf q^ft 

o 

^mft i 

>1. Rft3tl -SjfaftwjR 3 pF^ra'jT klWH 5ft I 

i) 7IW - ^IWiTf *ft I 

ii) % 3^ttR <fe Fflfasr SST-aft (Jk-^PT Ti^clT) $ 

qftero fafifts ir rrcR iR^, ^r faPwfdi ■ 31 TO iraWsra aro 

m ft fon: a MSrto ^ 5h kflsm wfcqi 33ftf^r 
fa*m !#rr°t Ept sR^r Eft ^rufth f^mkir eit sraftsnkr 
ara cforr ^ ^ w qtspr <redciEif ^ro, gssm,. g* 

vjHiqi Qi’itii, FKcfl, ^iq>n afk , 3ltl*Kli, 3U^ T TT T T^t *t 
WT H35 gJkR5T $ HHSfl ^1 $71 Ep5ft I 

15. 3 Hqfis| 3 31PI>| :- 

qp. cr jnfrmsrr whfte, % ff> swr 

fas?m sik, aifa?rari, stm, fewpil awa ttrw srfcraf 
^ I, ^ <*inT fork a ^k 4^1 ql ept qfkuk ?t 11 
arofk^ ajrast 3 s'iafafcw iftiim, 







if 


fafta, fager fifearae, rtags* art, fartaia fa aa araar 
w^iRici 3w>r 3 sifrtfajrr fta aa ifaa # mrt li 
srafaffa rtrtt 4 airt asjaif ,4 snfa ^r aufafa 

##1 #%Ka JRT flfalPT, 3TOR % Wflppr 3#lkl % 

m (rfk.im afana, fart fart «ft art $ (fa rta # 

# TOMfte, ft# # ara-waia % aM-rt. ftrt $ 
maaa# # flfafar ii 

ar. afaffa m # «ftrt ^ aa> rt# m?a $ asm maari 
afafa mftrt a asara $ to# $ aw art gaar rttffaaa 

# marti aama art arar fa fa a> mrt pararc % aw 
asaia art srtari warifa aift?i w artt rt art V 
kr angegc % aaa faka arftr # asara rtf ararti gm 
afae # grffa a;#T artwrt 11 

a. miartt # wafaar rttr aara mrt mart ak ft# # 
maifapr wfa # aria^ aa> afa art rtrt i 

is. art## aar rtarca rtlr mfaM ft w i:- , 

a>. siaftm art $ mftw ftart rt asai^ aa> aft artr % 
fta afar awna rtf am If w maari 

ar. sfarara rtf to yram wart# rtf asara, aama, 
^fa°r, gasnfa asna, w-wrw rtfr ffama % ffa 
srtrart-. sftfa ai^ art aifa a* rt aart Tmar arfa i 

a. to mafap arftl, TOikffaa aiaa> afairaa rtfaia, 
rtm rtfr rtffa frk aart rt TOfrti aara fafffaa 
srftrt, awrtftrt, rt#f, rtafta #r rtfar ftrtef rt 
wafaa asR°r art aartf after ga: nrFrt rt (fa rtrtapnr 
#ga 5 # i ?a rtfaaiarff If aagaa arawwr gkT a*iar 
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q. fan wrrat ^ gsr «di*M nsftn 3^ w»M 

er Mfaar ^ swr if yPiR^ra 3f 3 # «nfati 

5 . <fipfat ^ 5i# 3f#T tR> 3^ OT&TT 3 M TOT 

5H^IT 3^fT ^qf n ftospf % M 
nrfan w 3innjn 

^r ^Iffe^r % nsrm $ if, f%^ $ f*rarc 
*f5R°r wr ^ M Mi 

3. qifa m T& STFEt WW $ Wl 

% am: art^wiR ^ «pfa ^ 'M uRt ^ 

5f. fan^ tw % *nt I, 3 $ swi^Ht 4 RfaR'* 

fen^ni ” 

tm. U W-l 1014/3/2006-#.^.^#.] 
^/h TPJTT 

^1? w ^ «f*^r 28-10/45 ^(sirf), <rrcte 21 1945 

m y^ii^id fe 7 ^ spftr arfe wkwr m^rA 592(30, w!r® 13-8-2008 ^ fen ^ 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department oIHcalth) 

NOTIFICATION 

New Delhi, the 1 Oth November, 2008 

G,&R» 730(E).—Whereas a draft of certain rules further to amend the Drugs and 
Cosmetics Rules,T$4$ were published, as required by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), in the Gazette of India Extraordinary, Part II, Section 3 
Sub-section(i) dated the 13 1|Y October,2006, under the notification of the Government of India 
in the Ministry of Health and Family Welfare (Department of Health), Number G.S.R, 
634(E), dated the 13 th October,2006 inviting objections and suggestions from all persons 
likely to be affected thereby, before the expiry of a period of forty-five days from the dale on 
which copies of the Official Gazette containing the said notification were made available to 
the public; 

And whereas copies of the said Gazette were made available to the public 
on 13* October, 2006; 

And whereas, objections and suggestions received from the public on the said draft 
rules have been considered by the Central Government; 
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Now, therefore, in exercise of the powers conferred by sections 12 ttkd33 oftbesaid 
Act the Central Government, after consultation with the Drugs Technical Advisory Board, 
hereby makes the following rules further to amend die Drugs and Cosnetics Rules,! 945, 

1, 0)These rules may be called the Drugs and Cosmetics (Thin) Amendment) Rules, 2098, 

(2) They shall come into force on the 1st day of November, 2010, 

2 . in the Drags and Cosmetics Rules, 1945, (hereinafter referred to as the said rules)- 

(i) in rale 74, in clause (o), after the words, “requirements of 1 the following shall be 
inserted, namely; - 

“Good Laboratory Practices as laid down in Schedule L-l and*; 

(ii) In rale 78, in clause (p\ after the words, “requirements of, the following shall be 
inserted, namely:- 

“Good Laboratory Practices as laid down in Schedule L-l and”; 

Oii) in rate 150 E, in clause (a), after the words “Rule 150 C”, the following shall be 
inserted, namely:- 

“and Schedule UP. 

3. In the said rales, after Schedule L, the following Schedule shaft be inserted, namely:- 

“SCHEDULE L-I 
(see rules 74, 78 and 150 E) 

Good Laboratory Practices and Requirement* of Premises aid Eqalpraeafs 

1. General Reqnirements:- 

(a) The laboratory or the organisation of which it is a part must be an entity that is legally 
authorised to function and can be held legally responsible. 

(b) It is the responsibility of the management to ensure that the laboratory cony out its 
testing, calibration, validation, and all other technical activities in such a way as to 
meet Good Laboratory Practices (GLP) requirements. 

(c) Laboratory management shaft have a qualified individual to be known as quality 
manager or technical manager for carrying put all technical activities and for the 
Implementation of documented quality system and shall report to the top management 
directly. 

(d) Hie quality manager shall prepare a schedule for technical audit of the laboratory for 
GLP compliance by an expert or experts appointed by the top-management other than 
the in-charge of the laboratory and shall ensures the maintenance of documented 
quality system as per quality, manual 

2. Premkses> 

(a) (i) (be laboratories shall be designed, constructed and maintained so as to prevent entry of 
Insects and rodents besides cross contamination; 

(ii) interior surface (walls, floor, and ceilings) shall be smooth and free from cracks, and 
permit easy cleaning and disinfection; 

(hi) adequate provision is made not only for space and equipment for carrying out 
necessary test but also for utilities like water, power and gas; 

(iv) air ventilation system shaft ensure dust free environment 
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(b) The laboratories shall be provided with adequate lighting and ventilation and if necessary, 
air- conditioning to maintain satisfactory temperature and relative humidity that will not 
adversely affect the testing and storage of drugs or the accuracy of the functioning of the 
laboratory equipments or instruments* 

(c) The drainage system facilities shall be such as to facilitate proper maintenance and 
prevent water logging in the laboratory. 

(d) Tabletops shall be constructed with acid, alkali and solvent resistant material and shall be 
smooth and free from crevices as far as possible,- 

(e) All bio-medical laboratory waste shall be destroyed as per the provisions of the Bio- 
Medical waste (Management and Handling) Rules, 1996* 

(f) Adequate space with proper storage conditions in the laboratory shall be provided for 
keeping reference and working standards and be maintained bv the quality control 
department. Standard Operating Procedure (SOP) for the maintenance of reference standards 
and evaluation of Working and Secondary standards shall be prepared by the laboratory, 

(g) The air circulation is maintained m the area where sterility test is carried out as per 
Schedule *M\ 

(h) Bk>burden shall be routinely maintained in the controlled and uiKontroded area. (e,g. air 
locks) 

(i) Animal House:- 

(i) Animal House shall have the approval of the Committee tor the Purpose of Control 
and Supervision on Experiments on Animals (CPCSEA). 

(it) Designed in such a way that there is an arrangement to quarantine the new animals 
procured or purchased and have a provision for clean corridor and dirty corridor. 

(iii) Ln case of a diseased animal proper diagnosis shall be done and proper record of 
treatment shall be maintained* 

(iv) Different types of animals shall be housed separately whh proper identification, 

(v) A Standard Operating Procedure shall be prepared for breeding and care of animals* 
maintenance, cleaning or sanitation with suitable schedule for cleaning of animal 
cages, racks, floor and other equipments, 

(vi) The animal bouse shall have proper air-conditioning (temperature and humidity) 
with proper lighting and be monitored regularly and documented periodically* 

3* Personal:- 

(a) Staff in die laboratory shall possess necessary qualification, proper training and shall have 
adequate, experience for the assigned duties. 

(b) A training record of all the personnel shall be maintained. 

(c) Head of the laboratory must be of high professional standing with experience in drug 
analysis and laboratory management who is responsible for: 
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(i) ensuring the contra! and maintenance of documents including the quality system as 
per the requirements of regulatory authorities which involves all raw data, SOPS, 
documentation exhibits, protocols, training charts, etc; 

(ii) planning and organising the audit of the quality system and initiation as well as 
follow up aetkm of the corrective actions, if any; 

(lii) investigation of technical complaints; 

(ivj taking final responsibilities for recommending any regulatory action in the event of 
noncompliance of tested samples. 


4, Equpmcnts:- 

(a) The laboratory shall be furnished with all types of equipments as may be necessary for 
carrying put the different activities within the laboratory, 

(b) The analytical instruments shall be housed In dust-tree environment and whenever 
required, conditions of temperature and humidity shall be maintained and periodic checks on 
temperature and humidity be mpde and recorded, 

(c) The instruments, instrument bench and surrounding areas shall be kept clean and tidy at 
all times, 

(d) Instruments requiring calibration shall be calibrated at regular intervals and records of 
such calibration or maintenance be maintained and there shall be written instructions in the 
form of Standard Operating Procedures for the operation, maintenance and calibration of 
instruments. 

(e) Equipment records shall be maintained and such records shall contain the following:- 

(i) name of equipment or machine or apparatus; 

(ii) manufacturer’s name, model number and type of identification; 

(iii) serial number; 

(iv) date on which equipment was received in laboratory; 

(v) current location; 

(vi) condition when received (e.g, new, used, re*condkibned); 

(vii) copy of the manufacturer’s operating instructions; 

(viii) frequency of calibration; 

(ix) frequency of maintenance; 

(x) log Book (day to day entry including status of the equipment) 

(xi) staff responsible for monitoring the calibration'and maintenance status of the 
equipment; 

(xii) calibrating records; 

(xiii) list of authorised users or operators, if any; 

(xiv) history of any damage, malfunction, modification or upgradation, repair and 
calibration; 

(xv) list of spares and accessories, if any. 

(f) A progress register for non-fundfionai equipments and action for procurement of spares 
and accessories, monitoring thereof, shall be maintained. 
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(g) A Standard Operating Procedure for preventive maintenance of machine or equipment or 
apparatus shall be prepared by the laboratory, 

(h) Other equipments such as burettes, pipettes* volumetric flasks* weight boxes; 
thermometers, etc., shall be thoroughly checked for accuracy of calibration before acceptance 
for use. 

(i) Maintenance procedure in the form of Standard Operating Procedures must be prepared 
and regular servicing must be performed by the maintenance engineer or specialist 

(j) Equipments* instruments giving anomalous results or defective must be labeled as ‘oufrof- 
order ' till they are repaired and after instrument is repaired it should be calibrated before use* 

(k) The maintenance of equipments for services like electricity* gas, water* steam* and 
compressed gas shall be handled by competent person* 


(l) Autoclaves must meet the requirements described for operations* safety and validation 
procedures, and the validation carried out by the laboratory shall be recorded, 

(m) Fume Cupboards.- 

Work involving the evolution of harmful and obnoxious vapours shall be carried out In a 
fume cupboard. The exhaust system of the fume cupboard shall be checked frequently to 
ensure that it is in older* There should be a water drainage system inside the fume cupboard 
and shall be checked frequently to ensure that there is no water logging and it is in order* 

5* Chemicals and Reagents: 

(a) The storage and handling of chemicals and reagents shall be done in a manner considering 
the physicochemical properties of these substances arid the hazards Involved in their use* 

(b) All reagents and solutions in the laboratory shall be properly identified with a label* 

(c) A standardisation register shall be maintained by the laboratory along with its raw data 
and Standard Operating Procedure for preparation and standardisation on stock solution^ 
standard solutions, volumetric solutions must be prepared for the guidance of staff* 

(d) Containers of stock solutions and of standard solutions shall bear the following details- 

(1) name of analytical chemist who prepared the solution; 

(ii) date of preparation; 

(iii) Each volumetric solution shall have “use before date” depending upon the stability 
of the solution; and 

(iv) standardisation records, 

(e) The transfer of hazardous chemicals and regents from one container to another container 
shall be carried out with suitable equipment by taking the care of safety and no make-shift or 
hazardous methods must be resorted to. 
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6. Good boose keeping and aafety.- 

(a) General and specific written down instructions for safety stall be circulated to each staff 
member and the instructions be revised periodically as appropriate (e^, poster displays, 
audio-visual materia] and by seminars/conferenees)< 

(b) Standard Operating Procedure for safety, house-keeping and loss prevention shall be 
prepared in accordance with the various rules, and regulations of the Government of Indio 
and include the following requirements, namely:- 

(i) safety data sheets must be made available to staff before testing is carried out; 

(ii) drinking, eating and smoking shall riot be permitted in foe laboratories; food for 
human consumption shall not be kept in working or storage areas; food meant for test 
animals shall be handled by foe workers under the guidance of a veterinary doctor or 
qualified person. In the animal house, the facilities for collection and disposal of animal 
waste or safe sanitary storage of waste before removal from testing be provided; 

(iii) staff must wear laboratory coats or other protective clothing including gloves and 
face masks and eye protection wherever required; 

(iv) the laboratories shall have adequate first aid kit and fire fighting equipments located 
at the right places and foe staff must be familiar and trained with the use of fire fighting 
equipment including fire extinguishers, fire blankets and gas masks, 

(v) operators carrying out sterility tests shall wear sterilised garments including headgear, 
face masks and shoes; 

(vi) the staff must be educated in foe first aid techniques, emergency care and use of 
antidotes; and 

(vii) safety rules in handling cylinders of compressed gases must be observed and staff 
must be fkmiliar with relevant colour identification codes; 

(c) Protective Precautions to be taken in Laboratories: 

(i) water showers shall be installed at appropriate places in the Jaborataty; 

(ii) rubber suction bulbs must be used on manual pipettes and siphons; 

(Iii) warnings, precautions, and written instructions must be given for work with violent, 
uncontrollable or dangerous reactions (e*g. mixing water and acids, biological such as 
infectious agents; etc.); 

(Iv) appropriate facilities for foe collection, storage, and disposal of wastes shall be 
made available. 

(v) staff must be aware of methods for safe disposal of corrosive or dangerous products" 
by neutralisation or deactivation and of foe need for complete disposal of mercury and 
Its salts. 

(vi) staff must also be aware about the safety precautions to be adopted while handling 
potassium cyanide and cyanogen bromide. 

(vii) a Standard Operating Procedure for handling, collection, disposal of chemical and 
biological wastes be prepared. 

7, Maintenance, calibration, and validation of equipme*t$> 

(a) All equipments, instruments and other de vices used In foe laboratory shall use appropriate 
methods and procedures for all tests or calibrations and they shall be regularly calibrated and 
validated. The frequency of calibration may differ from instrument to instrument. 

Lt&c&z/z&ca—y / 
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(b) The original equipment manufacturer’s recommendations along with the experience of the 
laboratory staff 1 and the use of equipment per day may also be considered while fixing the 
frequency of calibration, 

(c) For most of the equipments and instruments. Standard Operating Procedures for 
calibration and calibration schedule be prepared by the laboratory and a logbook shall also be 
prepared by each laboratory for proper documentation of calibration results. 

S. Reference materials:- 

(a) Reference materials are necessary for the testing and, or calibration, validation or 
verification of a sample or of equipment, instruments or other devices and all such materials 
shall be traceable to agency authorised by Government of India or any other International 
body. 

(b) The laboratory shall prepare working standard by comparing with the reference standards 
and shall be routinely checked for their purity by selecting parameters such as identity, loss 
on drying or on water, impurity and assay, etc. 

(c) Whenever, any new reference material is received by the laboratory, a code number shall 
be assigned and this code number shall be quoted on the laboratory note book and analytical 
work sheet The working standard shall also be provided with identification code. 

(d) A register pertaining to reference and working materials must be maintained by the 
laboratory . The following details may be mentioned in the register: 

(i) source of supply; 

(ii) code number of the reference material; 

(in') date of receipt; 

(ivj batch number or identification number of the supplying agency; 

(v) details tike assay value, water content or any other information provided; 

(vi) storage condition of the material; and 

(vii) date ofexpiiy, if any and date of manufacturing if possible 

(e) All working standards shall be checked at appropriate intervals or before use to ensure 
that it has not deteriorated or decomposed during storage. These observations be recorded in 
a register AH the reference and working standards shali be stored at appropriate storage 
condition; those requiring storage between 2-£°C shall be stored in a refrigerator. Wherever 
recommended the material may not be allowed to be frozen. 

% Microbiological Cultn res,- 

(a) Standard Operating Procedure for maintenance of microbial culture and sub-culture must 
be prepared by the laboratories. 

(b) If the cultures have become non-viable or mutant, proper procedure shall be followed to 
destroy these cultures by autoclaving underan authorised personnel for biological testing. 
Preferably not more than five passages may be prepared. 
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(c) All activities be carried out in a aseptic area by authorised person, 

(d) The laboratories shall perform standard biochemical tests on die sub-culture as given in 
litenunre to ensure their viability. 

10. Quality system.- 

The quality system shall be designed to ensure the following objectives: - 

(a) the measurements and calibrations shall fully conform to foe compendial requirements 
and foe methods demonstrably based on validation protocols are followed. 

(b) rt shad be effective in providing necessary assurance that the activities or pro cess es or 
techniques or practices comply with planned arrangements, 

(c) It helps in early detection and correction of non conformities. 

(d) Remedial action on the observations by internal and external audits are taken 
appropriately and 

(e) It shall have a documented quality policy for the organisation. 

11. Internal qnttty system autiftL- 

(a) Internal audita are done to assure foe integrity of the analysis and such audita shall be 
conducted periodically with a predetermined schedule and procedure with appropriate 
checklist, to verify that foe operations continue to comply with foe roq tiirau c ms of quality 
system and requirements of regulatory authorities. Internal quality audits shall be carried out 
by trained and qualified personnel who are independent of the activity to be audited. 

(b) The periodicity of quality audit shall be fixed by the Head of foe laboratory so that each 
activity is audited at least once in a year. 

(c) Head of foe laboratory will be responsible for initiation of toe co rrective action arising 
from audits and verification of corrective action. 

(d) Whenever any non-compliance or any diversion is noticed try toe team in implementing 
quality policy or qualify system, protocols, the same will be attended by toe Quality Manager, 

The problem will be analysed and accessary actions will be taken with proper documentation. 

(e) The Quality Manager shall maintain all the records of foe analysis being conducted which 
includes test system, foe type of analysis, date on which analysis is done, ete and quality 
Manager shall also maintain copies of all protocols pertaining to dif fe re nt activities befog 
checked by the audit team, 

12* Management review - Quality system reviews shall be conducted by foe top 
management atieast once tn every twelve months and the agenda of review shall generally 
cover the following:- 

"(i) report or input of internal audits; 

(ii) matter arising from previous reviews: 

(lli) report of external audits, if any: 

(iv) surveillance report* if any; 

(v) result of proficiency testing; 
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{vi) complaints or feedback received from users of laboratory services; 

(vil) details of in-house quality control checks; 

(vii'i) need of amendment of the quality system and documentation;, 

(ix) induction training of new staff; and 

(x) any other requirements of the laboratory, 

13, Standard Operating Procednres:- 

(a) Standard Operating Procedures are written procedures for different activities being 
conducted in a laboratory and shall include the following characteristics: 

(i) they shall be written in a chronological order listing different steps leading to an 
analysis of drugs or calibration of an instrument; 

(ii) testing laboratories shall have Standard Operative Procedure manuals and have its 
periodic review; 

(iii) it shall be user friendly documents and shall include designation of the person 
responsible for intended activity. 

(b) Standard Operating Procedures in addition to those recommended under various activities 
shall abo be prepared to the minimum in respect of the following: 

(i) sample handling and accountability; 

(ii) receipt identification, storage, mixing and method sampling of the test and control 
articles; 

(i ii) recor d keeping, reporting, storage an d re tri eva l o f data; 

(ivi coding of different studies, handling of data including use of computerized data 
system ; 

(v) operation of technical audit personnel in performing and reporting audits, 
inspections and final report reviews; 

(vi) routine inspection of cleaning, maintenance, testing, calibration and 
standardisation of instruments; 

(vii) action to be taken in respect of equipment failure; 

(viii) analytical data methods; 

(ix) the raw data; 

(x) data handling and storage retrieval; 

(xi) health and safety protection; 

(xii) animal room preparations; 

(xiil) animal care; 

(xiv) storage and maintenance of microhm | cultures; 

(xv) maintenance of sterility room (i,e, constant maintenance and monitoring of 
Aseptic condition of sterility room); 

(xvi) use and storage of reference standards 
(xvii) procurement of stores and equipment; 

(xviii) monitoring of testing of samples; 

(xix) method of retention of unexpended samples, their location, maintenance and 
disposal; 

(xx) document control; 

(xxj) redressal of technical complaints; 

(xxti) housing-keeping; 

(xxiii) corrective and preventive action; 
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(xjtiv) working procedure (test methods); 
(xxv) calibration Manual; and 
(xxvi) training manual. 


14* Protocols and specifications archive** 


(a) Every. laboratory shall have a specification archive and current versions of all 
necessary specifications shall be kept as per the requirements of the Act and the rules 
made thereunder and the National Pharmacopoeia (Indian Pharmacopoeia). 

(b) All updates and corrections must be noted in the master volumes of Pharmacopoeias 
to prevent the use of obsolete sections; supplement and addendum shall also be made 
available In the laboratory. 

(c) The specification archive shall contain the following: - 

(i) list of all the pharmacopoeias; 

<ii) a file on patent and proprietary medicines (non-phamiacopoeial) test methods to 
specifications prepared and validated by the manufacturer or by the laboratory 
itself The test methods shall be submitted to the concerned Drug Control 
Authority. The validated test methods developed by the manufacturer or the 
laboratory shall stand to the requirements of compendial parameters in regard to 
its precision, accuracy* reproducibility, specificity* linearity, and ruggedneoa etc* 

15* Raw data:* 

(a) Saw data refers to the laboratory work sheet, note bodes or analysis sheet, records, 
memorandum, notes or extract copies thereof that may be the results of general 
observations and other activities and such raw data shall include handwritten notes; 
phonographs, software, drawings, computer printouts, spectre! charts, dictated' 
observations or recorded data from automated equipments. The raw date also includes 
teconj on receipt of animals, result of environmental monitoring, calibration, records 
of equipments, integrator output from analytical equipment, includhtg work-sheet 
used to read a note, information from Light Emitting Diode (LED) display of any 
equipment 

(b) A siqgle line shall strike throuj^i the data being Changed; the correct feribnnation shall 
be recorded along with the old data and the reason of change. The analyst making the 
change shall be identified by his signature with date. In case, of automated data 
collection system, the person responsible shall be identified at the time of dtia output 
The original enOy must be saved and the system shall have audit trail for all the data. 

(c) Date iteegrity and security shall be maintained and the data shall not be accessible to 
any unauthorised person. 

14* Storage and archiviL- 

(a) The residual sample shall be retained in proper storage condition fin a period of one 
year after the final report 

(b) The laboratory must establish and maintain procedures for the identification 
collection, indexing, retrieval, storage, maintenance, and disposal of all quality 
doctancjfts. 
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(c) All the raw data, documentation. Standard Operative Procedures* protocols, and final 
reports arc to be retained and there shall be archives for orderly storage and 
expeditious retrieval of all raw data, documentation, protocols, interim and final 
report. The archive shall provide a suitable environment that will prevent 
modification, damage, or deterioration and/or loss 

(d) The condition un& which the original documents are stored must ensure their 
security and confidentiality, 

(e) Paper documents shall not be kept for long periods under high humidity and raw data 
in the form of tape and discs are to be preserved with care. 

(f) In case of storage of only optica! disc, the life of disc shall be longer than the storage 
time, 

(g) Raw data on thermal paper might fade away with time- therefore, a photocopy of the 
thermal paper shall also be retained in the archive* 

(hi Time for which records are retained shall be prescribed in the documents.” 

(F.No. X-l 1014/3GOO6-DFQC] 
DEBASISH PANDA, Jt. Secy. 


Foot Notfc—'The Principal Ttuk* were published in the Gazette of India vide notification No* F. 28- 10M5H(1) T 
dated 21st December, 1945 and was last amended vide notification G S R, 592(E), dated 
13*4001 
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